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DETAILED ACTION 

The response filed October 10, 2006 have been received and entered into the 
application. 

Action Summary 

Applicant's arguments filed October 10, 2006, with respect to the rejection(s) of 
claim(s) 6,7,9,1 1,12,13,16 and 28 under Lohray et al. (WO 9741097) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection and an objection are 
made as in this Office Action. Accordingly, allowability of claims 29-31 has been 
withdrawn and this Office Action is made non-final. 

Claim Objections 

Claims 6, 7, 9, 11-13, 16, 28-31 are objected to because of the following 
informalities: It appear that active agent to be utilized is misspelled. It appears that 
claim 6, line 1 , "5-[[4-[13-Methyl]- " should be "5-[[4-[3-Methyl-" . In claim 6 there are 
two periods at the end of the claim. 

Claim 29 is objected to because it is missing a period at the end of the claim. 

Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6, 7, 9, 11-13, 16 and 28-31 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The term "low" in claims 6 and 
1 1 , and the terms "very low" in claim 12 are relative terms, which renders the claim 
indefinite. The terms "low" and "very low" are not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonable appraised of the scope of the 
invention. The terms are indefinite since the "low" water content and "very low" water 
contents vary among the one of ordinary skill in the art. 

The remaining claims 7, 9,13, 16 and 28-31 are indefinite to the extent that they 
depend from claims 6 and/or 1 1 and/or 12. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject matter 
as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall 
not be negatived by the manner in which the invention was made. 

Claims 6, 7, 9, 1 1, 12, 13, 16, and 28 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Lohray et al. (WO 9741097) of record in view of Staniforth et 
al. (U.S.Patent No. 6,866,867 B2) and further in view of Van Leverink (U.S.Patent No. 
4,280,997). 

Lohray et al. at page 34, lines 27-29, page 35, example, and page 7, lines 13-14, 
teach pharmaceutical composition comprising applicants' active agent, 5-[[4-3-Methyl- 
4-oxo-3,4-dihydro-2-quinazolinyl]methoxy]phenyl-methyl]thiazolidine-2,4-dione, 
can be formulated in tablet, capsule, or powder form (dry form), and can combined 
with the pharmaceutically acceptable excipient such as magnesium stearate, lactose, 
carboxymethyl cellulose, corn starch, flavourants, sweeteners, and other media 
normally employed in preparing such compositions. Lohray et al. teach that the above 
composition typically contains from 1 to 20% by weight of active compound, and the 
remainder of the composition being pharmaceutically acceptable carrier, diluents or 
solvents, (page 35, lines 1-3). 

Lohray et al. do not expressly teach the composition as being low water content 
comprising anhydrous lactose and microcrystalline cellulose and proportions of 
excipients set forth in claim 9 and formulating tablet by direct compression set forth in 
claim 28. 

Van Leverink teaches that it is known that anhydrous lactose is very suitable as 
diluents in tablets, (column 1 , lines 33-35). Van Leverink reports that when 
manufacturing tablets and capsules in pharmaceutical industry, the use of the lactose is 
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important and it is generally known that the presence of moisture in any form in tablets 
capsules may have a negative influence upon the quality of the tablets for capsules 
because the water reacts with the active ingredient in the tablet or the capsules, 
(column 1, lines 12-15). 

Staniforth et al. teach that microcrystalline cellulose has been utilized 
extensively in the pharmaceutical industry as a direct compression vehicle for solid 
dosage forms. Staniforth et al. teach that microcrystalline cellulose is commercially 
available and compared to other directly compressible excipients, it is generally 
considered to exhibit superior compressibility and disintegration properties, (column 
2, lines 44-53). 

It would have been obvious to one of ordinary skill in the art to modify Lohray 
tablet composition comprising lactose in general, and employ anhydrous lactose 
because it is known that anhydrous lactose is very suitable as a diluents in tablet 
because it is generally known that when manufacturing tablets in pharmaceutical 
industry, that the presence of moisture in any form in tablet have a negative influence 
upon the quality of the tablet due the water reacting with the active ingredients as well 
known by Van Leverink. One would have been motivated to employ anhydrous lactose 
to obtain very low content of water of Lohray's tablet composition in order to achieve a 
quality tablet formulation lack moisture in order to avoid the negative influence upon the 
quality of the tablets well known by Van Leverink. 

It would have been obvious to modify the Lohray's tablet composition to employ 
microcrystalline cellulose by direct compression in formulating the tablet because 
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Staniforth et al. teach that microcrystalline cellulose is generally considered to exhibit 
superior compressibility and disintegration property and it was been utilized extensively 
in the pharmaceutical industry to formulate solid dosage forms. One would have been 
motivated to employ microcrystalline cellulose in Lohray's composition in order to 
achieve an expected benefit of having superior disintegration properties of tablet 
formulated with superior compressibility with known direct compression technique. The 
proportions of active agents to be used set forth in claim 9 is deemed obvious because 
it is within the knowledge of the skilled pharmacologist to optimize the range of amounts 
of active agents and the excipients to be utilized. Moreover, Lohray et al. teach the 
ranges of 1-20% as being an active compound and the remainder of the composition 
being pharmaceutical^ acceptable carriers, diluents or solvents. One of ordinary skill in 
the art would optimize this range of excipients within the range of about 20-80% as 
taught by Lohray et al. 

For these reasons the claimed subject matter is deemed to fail to patentably 
distinguish over the state of the art as represented by the cited references. The claims 
are therefore properly rejected under 35 U.S.C. 103. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
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F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 6, 7, 9, 11-13, 16 and 28-31 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-21 
of copending Application No. 10/699043. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the composition of 
instant invention encompasses the composition of the copending Application. The 
instant claims and the claims in the copending Application overlaps because each 
claiming a pharmaceutical composition comprising same active agent, same excipient 
constitute with having low water content. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Claims 6, 7, 9, 11-13, 16 and 28-31 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-18 of U.S. 
Patent No. 6,710,050. Although the conflicting claims are not identical, they are not 
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patentably distinct from each other because the process of preparing a pharmaceutical 
composition comprising the instant compound having the instant water content renders 
the instant composition obvious because the process of making the instantly claimed 
composition in the '050 patent will naturally lead to the present composition. 

None of the claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toli-free). 



Application/Control Number: 09/450,609 
Art Unit: 1617 



Page 9 




Art Unit 1617 

Jmk 

January 23, 2007 



